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Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . Claims 1 -1 7 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. Where applicant acts as his or her own 
lexicographer to specifically define a term of a claim contrary to its ordinary meaning, 
the written description must clearly redefine the claim term and set forth the uncommon 
definition so as to put one reasonably skilled in the art on notice that the applicant 
intended to so redefine that claim term. Process Control Corp. v. HydReclaim Corp., 
190 F.3d 1350, 1357, 52 USPQ2d 1029, 1033 (Fed. Cir. 1999). The term "continuous 
circumferential undulation" in claim 1 is used by the claim to mean "a longitudinal 
undulation", while the accepted meaning is "an undulating structure about the 
circumference." The term is indefinite because the specification does not clearly 
redefine the term. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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2. Claims 1 -4 and 1 3-1 5, 1 7-20 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Palmaz et al (WO 01/74274 A2) in view of De Goicoechea et al. 
(5383927). 

3. Palmaz et al discloses an implantable medical graft, comprising: a. a generally 
tubular body member comprising a film selected from the group consisting of metallic 
and pseudometallic materials (page 17, lines 1-7); and b. at least a portion of the body 
member having a plurality of undulations formed in walls of the body member by a 
support arranged in any manner as is known in the art of stent fabrication (page 5, lines 
16-20), and microperforations (e.g. Figs. 2-3 and 8A-8C). However, Palmaz et al does 
not disclose the support arranged specifically as having continuous circumferential 
undulations. De Goicoechea teaches a vascular graft structure with continuous 
circumferential undulations (see fig. 1A) resulting in a prosthetic graft with stronger 
walls. Therefore it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to have provided the graft of Palmaz with continuous 
circumferential undulations as taught by De Goicoechea for the purpose of providing a 
stronger graft wall. 

4. Claims 5, 12 and 16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Palmaz et al in view of De Goicoechea et al. (5383927), as applied above and 
further in view of Van Schie et al (6,974,471 B2). 

5. Palmaz et al discloses an implantable medical graft as above. However, Palmaz 
et al does not disclose at least one suture member integrally extending along the 
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longitudinal axis and through suture holes. Van Schie et al teaches an implantable 
medical graft comprising at least one suture member integrally extending along the 
longitudinal axis and through suture holes (e.g. Figs 4 and 6). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
combine the teaching of at least one suture member integrally extending along the 
longitudinal axis and through suture holes, as taught by Van Schie et al, to an 
implantable medical graft as per Palmaz et al, in order so that "the device can be curved 
in situ to fit the curved lumen" as found in Van Schie et al (col. 1 , lines 44-52). 



6. Claims 6-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Palmaz et al in view of De Goicoechea et al. (5383927) and Van Schie et al (6,974,471 
B2) as applied above, and in further view of Kula et al (6,325,825 B1 ). 

7. Palmaz et al in combination with De Goicoeches and Van Schie teaches an 
implantable medical graft as above. However the combination lacks the thickness of the 
undulating regions as less than that of the non-undulating regions. Kula et al teaches an 
implantable medical graft having thicker ends, which correspond to the non-undulating 
regions of Palmaz et al/ Van Schie (col. 4, lines 60-66). It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to combine the 
teaching of an implantable medical graft having thicker ends, as taught by Kula et al, to 
an implantable medical graft as per Palmaz et al/ Van Schie, in order to "protect the 
artery and any plaque from abrasion that may be caused by the stent 10 ends during 
insertion of the stent 10. The modification also may provide increased radio-opacity at 
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the ends of the stent 1 0. Hence it may be possible to more accurately locate the stent 
10 once it is in place in the body" as found in Kula et al (col. 4, lines 60-66). 

Regarding claim 7 Palmaz et al/ Van Schie in further view of Kula et al fail to 
disclose the specific thicknesses of the claimed regions. However, Palmaz et al 
discloses that the thickness of the microperforated material is approximately 10 
micrometers (page 21 , lines 1 3-1 4). Palmaz et al also discloses that the undulations 
may be formed by a "subtractive" method (Fig. 10). The reduction of the undulation 
region relative to the non-undulated region would result in a thickness of the thinner 
region about 3-7 micrometers. 

8. With respect to claims 9 and 1 0, Palmaz et al/ Van Schie/Kula fail to disclose the 
suturing openings as cruciform or generally Y-shaped slots. At the time the invention 
was made, it would have been obvious to a person of ordinary skill in the art to make 
the slots these shapes. Applicant has not disclosed that these shapes provides an 
advantage, is used for a particular purpose, or solve a stated problem, and therefore 
appear to be a matter of obvious design choice. One of ordinary skill in the art, 
furthermore, would have expected Applicant's invention to perform equally well with 
either the holes of Van Schie et al or the claimed slots because both allow for the 
passage of sutures. Furthermore such shaped holes for sutures are known in the art 
(Moser U.S. Pat. No. 5725556). Therefore, it would have been obvious to one of 
ordinary skill in the art to modify the cited references to obtain the invention as specified 
in claims 9 and 10. Please note that the Applicant may have intended to claim the 
microperforations as cruciform or generally Y-shaped slots. 
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9. Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Palmaz 
et al and De Goicoechea et al. (5383927), as applied above and further in view of 
Banas et al (5,749,880). 

10. Palmaz et al discloses an implantable medical graft as above. However Palmaz 
et al does not disclose the implant having barbs. Banas et al teaches an implantable 
medical graft having projecting barb members (col. 14, lines 48-54). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to 
combine the teaching of projecting barb members, as taught by Banas et al, to an 
implantable medical graft as per Palmaz et al, in order to aid in anchoring to the target 
blood vessel wall, as in Banas et al (col. 14, lines 48-54). 

Response to Arguments 

1 1 . Applicant's arguments with respect to claims 1 -1 7 in view of Palmaz et al have 
been considered but are moot in view of the new ground(s) of rejection. It is noted that a 
teaching has been provided for continuous circumferential undulations on a prosthetic 
graft. 

12. With respect to the rejections of claims 5-12 and 16, the intended use carries no 
weight in the absence of distinguishing structure. Van Schie et al teaches an 
implantable medical graft comprising at least one suture member integrally extending 
along the longitudinal axis and through suture holes (e.g. Figs 4 and 6). 

13. With respect to claims 6-10, the non-undulating portions of Palmaz are located at 
either end of the stent. Kona provides reasoning for increasing the thickness of the ends 
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of the stent. When combined with Palmaz, this yields thicker non-undulating portions. 
With respect to claim 7, the claim language "about" broadens the range to encompass a 
thickness of 10 micrometers. With respect to claims 9-10, a teaching for Y shaped 
connectors has been provided. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUBA GANESAN whose telephone number is (571)272- 
3243. The examiner can normally be reached on M-F 7-4. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Isabella can be reached on 571-272-4749. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
IS. G.I 

Examiner, Art Unit 3774 

/William H. Matthews/ 

Primary Examiner, Art Unit 3774 



